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REMARKS 

Claims 1-21 are currently pending in the application. Claims 1, 3, 5, 7, 14, 17, and 18 
have been amended. 

In the present Office Action, claims 1-10, 12-18, and 20 are rejected under 35 U.S.C. § 
102(b) as being anticipated by U.S. Patent No. 5,724,025 to Tavori (hereafter "Tavori"). Claims 
1 1 and 21 are rejected under 35 U.S.C. § 103(a) as being unpatentable over Tavori in view of 
U.S. Publication No. 2003/0120164 to Nielsen et al. (hereafter "Nielsen"). Claim 19 is rejected 
under 35 U.S.C. § 103(a) as being unpatentable over Tavori in view of U.S. Patent No. 6,099,481 
to Daniels et al. (hereafter "Daniels"). Insofar as these grounds for rejection apply to the present 
claims, the Applicant respectfully traverses. Reconsideration of the previously rejected claims 
and favorable action is requested in light of the above amendments and the following remarks. 

Tavori 

The Office Action rejected claims 1-10, 12-18, and 20 as being anticipated by Tavori 
(U.S. Patent No. 5,724,025). As described in the Abstract, Tavori discloses a system for 
monitoring vital signs of a live body including an inquiring device and a portable monitoring 
device. The system of Tavori can incorporate multiple sensors and is preferably mounted on the 
body being monitored. 

To establish a prima facie case of anticipation under 35 U.S.C. § 102(b), the reference 
must teach every aspect of the claimed invention either explicitly or impliedly. Any feature not 
directly taught must be inherently present. MPEP 2131. The Applicant respectfully submits that 
this criterion has not been met for Tavori as applied to claims 1-10, 12-18, and 20 of the present 
invention, as amended. 

Claim 1 of the present application recites, in part, "A patient monitoring system for a 
sedation and/or analgesia procedure, comprising: a first patient health monitor device ...; a 
second patient health monitor device . . ., wherein said first parameter and said second parameter 
are interrelated such that said first and said second signal are indicative of a single patient 
condition associated with said sedation and/or analgesia procedure',,. . an electronic controller 
interconnected with said first and second patient health monitors and said memory device, 
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wherein the electronic controller compares said first and second parameters with said safety data 
set so as to initiate a response upon detection of undesirable signals from both of said first and 
second patient health monitor devices so as to facilitate conservative application of sedatives or 
analgesic drug delivery," Tavori does not disclose a monitoring system suitable for sedation 
and analgesia procedures. The portable vital sign monitor of Tavori provides integrated sensors 
that may be used for diagnosis or data collection of a pre- or post-procedural patient, typically in 
an environment where a doctor or clinician is not present. Thus, the sensor data collected in 
Tavori is not interrelated such that a first and a second signal are indicative of a single patient 
condition associated with said sedation and/or analgesia procedure. Further, the portable monitor 
is not integrated to facilitate conservative application of sedatives or analgesic drug delivery, as 
claimed in the present application. Thus, it is respectfully submitted that claim 1 is 
distinguishable over the applied reference for at least the reasons described above. Therefore, 
withdrawal of the rejection of claim 1 is respectfully requested. 

Claims 2-4 depend directly from claim 1 and incorporate each limitation of claim 1 . 
Thus, the Applicant respectfully submits that claims 2-4 are allowable over the cited reference 
for at least the reasons provided above with respect to claim 1 . Furthermore, claim 3 recites in 
part, "said response comprises at least one of decreasing drug levels, delivering oxygen, changing 
drugs, testing patient responsiveness, and delivering positive airway pressure." None of these 
interactive responses are taught or suggested by the portable monitoring device of Tavori. For at 
least this additional reason, claim 3 is distinguishable over the cited reference. 

Claim 5 of the present application recites, in part, "A method for employing sensor fusion 
in a sedation and analgesia system, comprising the following steps: providing at least one patient 
monitor corresponding to a first patient parameter and at least one patient monitor corresponding 
to a second patient parameter, wherein said parameters are interrelated and each of said monitors 
provide data indicative of a single patient condition associated with use of said sedation and/or 
analgesia system; ... and initiating a suitable procedure in response to said data indicative of a 
negative patient episode so as to facilitate conservative application of sedatives or analgesic drug 
delivery." As discussed above with respect to claim 1, Tavori does not teach or suggest the 
collection of interrelated sensor data that is indicative of a single patient condition associated 
with said sedation and/or analgesia procedure. Also, the monitoring functions of Tavori do not 
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teach or suggest a monitor integrated to facilitate conservative application of sedatives or 
analgesic drug delivery, as claimed in the present application. Thus, it is respectfully submitted 
that claim 5 is distinguishable over the applied reference for at least the reasons described above. 
Therefore, withdrawal of the rejection of claim 5 is respectfully requested. 

Claims 6-10 and 12-13 depend directly or indirectly from claim 5. Because the base 
claim from which these claims depend are allowable over the cited art, the Applicant respectfully 
submits these dependent claims are not anticipated for at least the same reasons. 

Claim 14 of the present application recites, in part, "A method for employing sensor 
fusion in a drug delivery system, comprising the following steps: ... if data is conclusive of a 
potentially critical condition, alerting clinicians to the detected data and initiating a suitable 
automated or semi-automated procedure desirable to place the patient into a safe state." Because 
the disclosure of Tavori is limited to monitoring and diagnostic functions, Tavori does not teach 
or suggest the use of automated or semi-automated procedures desirable to place the patient into 
a safe state. Thus, it is respectfully submitted that claim 14 is distinguishable over the applied 
reference for at least the reasons described above. Therefore, withdrawal of the rejection of 
claim 14 is respectfully requested. 

Evans in view of Nielsen 

Claims 1 1 and 21 are rejected under 35 U.S.C. § 103(a) as being unpatentable over 
Tavori in view of Nielsen (U.S. Publication No. 2003/0120164). Nielsen (as described in the 
Abstract) discloses a patient monitoring system comprising a non-invasive cardiac output sensor 
and a patient monitor console. 

To establish a prima facie case of obviousness, three criteria must be met. First, there 
must be some suggestion or motivation, either in the references themselves or in the knowledge 
generally available to one of ordinary skill in the art, to modify the reference or to combine 
reference teachings. Second, there must by some expectation of success. Third, the prior art 
references must disclose or suggest all of the claimed features. MPEP 2143. Applicant 
respectfully submits that these criteria have not been met. 

Claim 1 1 depends from claim 5. As noted above with respect to claim 5, Tavori does not 
teach or suggest the collection of interrelated sensor data that is indicative of a single patient 
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condition associated with said sedation and/or analgesia procedure. Tavori also does not disclose 
a monitor integrated to facilitate conservative application of sedatives or analgesic drug delivery. 
Nielsen does not supply this deficiency by disclosing a monitor for cardiac output, which does 
not include any means to facilitate conservative application of sedatives or analgesic drug 
delivery. 

Claim 21 depends indirectly from claim 14. As noted above, Tavori does not disclose all 
the elements of claim 14. Specifically, Tavori does not disclose the use of automated or semi- 
automated procedures desirable to place the patient into a safe state. Neither does Nielsen teach 
or suggest this feature. For at least these reasons, Applicant respectfully submit that Tavori and 
Nielsen, alone or in combination, fail to teach or suggest all of the claimed features of claims 1 1 
and 21 . Thus, the Applicant respectfully submits that claims 1 1 and 21 are allowable over the 
cited references. 

Evans in view of Daniels 

Claim 19 is rejected under 35 U.S.C. § 103(a) as being unpatentable over Tavori in view 
of Daniels (U.S. Patent No. 6,099,481). Daniels (as described in the Abstract) discloses a 
method of sampling one or more respiratory profile characteristics and monitoring a variety of 
respiratory profile parameters. Claim 19 depends from claim 14. As noted above with respect to 
claims 14, Tavori does not disclose all the elements of claim 14. Daniels does not supply this 
deficiency by disclosing sampling and monitoring techniques. Thus, Applicant respectfully 
submit that claim 19 is allowable over the cited references. 
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Conclusion 



In view of the foregoing, the Applicant respectfully requests that the Examiner enter the 
above-noted amendments before the application is examined upon the merits, and that the above 
remarks be fully considered in conjunction therewith. Timely allowance of all currently pending 
claims and the issuance of a Notice of Allowance are requested. 

The Applicant has filed this Response and Amendment without increasing the number of 
claims above the number previously submitted or paid for. Accordingly, any no additional 
claims fees are believed to be due at the present time. If such fees or any other fees associated 
with the filing of this paper are due at this time, please charge the fees to our Deposit Account 
No. 50-1349. Also, please credit any overpayments to Deposit Account No. 50-1349. 

The Examiner is invited to contact the Applicant's undersigned representative via 
telephone if such would expedite prosecution of this application toward allowance. 



Respectfully submitted, 



Dated: October 18,2006 




Celme^JrmenezTTowson 
Registration No. 40,357 



HOGAN & HARTSON LLP 

555 13 th Street, N.W. 



Washington, D.C. 20004 
Telephone: 202-637-5600 
Facsimile: 202-637-5910 



Thomas W. Edman 
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